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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
College Park, MD 20740

ST FEB VO M

Ms. Tracy Beckmann
Administrative Assistant
Earthlab, Inc.

dba Wise Woman Herbals
185 N. Mill

P.O. Box 279

Creswell, Oregon 97426

Dear Ms. Beckmann:

This is in response to your letters of January 9, 2004 to the Food and Drug Administration
(FDA) pursuant to 21 U.S.C. 343(r)(6) (section 403(r)(6) of the Federal Food, Drug, and
Cosmetic Act (the Act)).

Your letters state that the following statements will made for the following products:

Hawthorne Solid Extract “Promotes balanced blood pressure...”

Gymnema capsules “Supports normal blood sugar metabolism”
Hypo G Blood sugar support “Supports normal blood sugar metabolism”
Hawthorne Tonic I “Promotes...balanced blood pressure...”
Hawthorne Tonic I “Promotes...balanced blood pressure...”
DM Compound “Supports normal blood sugar metabolism”

In the preamble to the January 6, 2000 final rule on structure/function claims (see 65 FR
1000 at 1018), FDA stated that claims about the maintenance of normal cholesterol levels
did not necessarily constitute implied disease claims. We stated, however, that because
“many people think of cholesterol solely in terms of the negative role of elevated
cholesterol in heart disease,” in order to avoid implying that the product prevents or treats
heart disease, a cholesterol maintenance claim would have to clarify that the product is
only for maintenance of cholesterol levels that are already within the normal range. The
same principle applies to claims about the control of blood glucose levels and blood
pressure; that is, a claim that does not establish that the claims are about blood glucose
levels or blood pressure that is already within normal limits implies that the product is
intended to treat elevated blood glucose (diabetes) or blood pressure (hypertension),
which are diseases. Therefore, because the claims you are making for these products
represent that the products are intended to affect blood glucose and blood pressure but do
not also include a statement about them being intended to affect blood glucose and blood
pressure that are already in the normal ranges, they are implied disease claims.
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21 U.S.C. 343(r)(6) makes clear that a statement included in labeling under the authority
of that section may not claim to diagnose, mitigate, treat, cure, or prevent a specific
disease or class of diseases. The statements that you are making for these products
suggest that they are intended to treat, prevent, or mitigate diseases. These claims do not
meet the requirements of 21 U.S.C. 343(r)(6). These claims suggest that these products
are intended for use as drugs within the meaning of 21 U.S.C. 321(g)(1)(B), and that they
are subject to regulation under the drug provisions of the Act. If you intend to make
claims of this nature, you should contact FDA’s Center for Drug Evaluation and Research
(CDER), Office of Compliance, HFD-310, Montrose Metro II, 11919 Rockville Pike,
Rockville, Maryland 20855.

You also submitted a letter that states you intend to market a product named “Throat
Mist” that is intended “...for promoting relief from dry throat.” This product does not
appear to meet the statutory definition of a dietary supplement contained in 21 U.S.C.
321(ff), and therefore, can not be marketed as a dietary supplement. We explain the basis
for our opinion below.

The term "dietary supplement" is defined in 21 U.S.C. 321(ff). 21 U.S.C. 321(ff)
provides that the term means a product (other than tobacco) intended to supplement the
diet that bears or contains a vitamin, a mineral, an herb or other botanical, an amino acid,
a dietary substance for use by man to supplement the diet by increasing the total dietary
intake, or a concentrate, metabolite, constituent, extract, or combination of any of the
above ingredients. 21 U.S.C. 321(ff) further states that dietary supplements are intended
for ingestion in a form described in 21 U.S.C. 350(c)(1)(B)(i) or in compliance with 21
U.S.C. 350(c)(1)(B)(ii), are not represented as conventional food or as a sole item of a
meal or the diet, and are labeled as a dietary supplement.

An article that is taken orally but that exerts its intended effect in the mouth or throat
prior to it being swallowed and absorbed is not “intended for ingestion.” As stated above,
the definition of dietary supplement in 21 U.S.C. 321(ff) states that a dietary supplement
is a product “intended for ingestion.” The term “ingestion” has been addressed by the
court in United States v. Ten Cartons, Ener-B Nasal Gel, 888 F. Supp. 381, 393-94
(E.D.N.Y.), aff’d, 72 F.3d 285 (2d Cir. 1995), which states:
The ordinary and plain meaning of the term “ingestion” means to take into the
stomach and gastrointestinal tract by means of enteral administration. See
Stedman’s Medical Dictionary (4th Lawyer’s Ed. 1976) (defining ingestion as the
“introduction of food and drink into the stomach.”); Webster’s Third New
International Dictionary (1976) (defining ingestion as “the taking of material (as
food) into the digestive system.”)...

The interpretation of the term “ingestion” to mean enteral administration into the
stomach and gastrointestinal tract is also supported by the language of the
statutory sections immediately preceding and following section 350(c)(1)(B)(ii).
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Section 350(c)(1)(B)(i) states that the vitamin must be intended for ingestion in
tablet, capsule or liquid form. Each of these forms denotes a method of ingestion
that involves swallowing into the stomach. Section 350(c)(2) states that a food is
intended for ingestion in liquid form under section 350(c)(1)(B)(i) “only if it is
formulated in a fluid carrier and is intended for ingestion in daily quantities
measured in drops or similar small units of measure.” This elaboration of “liquid
form” also denotes ingestion by swallowing the fluid.

Therefore, because the term “ingestion” means introduced into the gastrointestinal tract,
products that are intended to be taken in the mouth and affect a dry throat prior to being
swallowed are not subject to regulation as dietary supplements because they are not
“intended for ingestion.” Moreover, because your product is not a dietary supplement and
it appears to be an article (other than food) intended to affect the structure or any function
of the body of man (i.e., provide relief from a dry throat), it appears that it is intended for
use as a drug within the meaning of 21 U.S.C. 321(g)(1)(C), and that it is subject to
regulation under the drug provisions of the Act. If you intend to make claims of this
nature, you should contact FDA’s Center for Drug Evaluation and Research at the address
given above.

Please contact us if we may be of further assistance.

Sincerely yours,

2

Susan J. Walker, M.D.
Director
Division of Dietary Supplement Programs
Office of Nutritional Products, Labeling
and Dietary Supplements
Center for Food Safety
and Applied Nutrition

Copies:

FDA, Center for Drug Evaluation and Research, Office of Compliance, HFD-300
FDA, Office of the Associate Commissioner for Regulatory Affairs, Office of
Enforcement, HFC-200

FDA, Seattle District Office, Office of Compliance, HFR-PA240



NOTIFICATION PURSUANT TO
SECTION 6 OF DSHEA and 21 C.F.R./101.93
[ EL“F .
Eavthiab, Inc. dba ) o

This notification is being filed on behalf of Wit Woman Yer\oal$ which is the
ProauL e [labeler, producer] of the product(s) which bear the statements identified
in this notification. Its business address is: €5 N MW, P0 Box 2719
Creswell, 0% 91426 . This notification is being made
pursuant to Section 6 of DSHEA and 21 C.F.R. //101.93. The dietary supplement

X

product on whose label or labeling the statements appear is_\\* B A M\g'\' .

A, The text of each structure-function statement for which notification is now
being given is:

(Statement 1):f shratt £avorte for pro mﬁ;!f\a reliet from d‘r\/ “\’{(\Na—\"
(Statement 2):
(Statement 3):

B. The following summary identifies the dietary ingredients(s) or
supplement(s) for which a statement has been made:

— Statement Identity of Dietary Ingredient(s) or
' mber Supplement that is the Subject of the Statement el
e . ' s, €. anqushislia as
LE(h nacea 2)‘(\6\/&830{7)\‘3 Ind urpurea @d‘muw\l popls, pw%urea 9qlyce
2. (eCi'\;nACea>
3.
C. The following identifies the brand name of each supplement for which a statement
is made: (Complete this section only if the supplement(s) were not identified in
Paragraph B.)
Statement
Number Brand Name
1.
2.
3.

1, wacy Becvmann, am authorized to certify this Notification on behalf of E3rthab,Ir
dboa Wise Woman Herbals I certify that the information presented and contained in this
e Bany b0 Rer 0= b

Notification is complete and accurate, and that xa'n'i‘f""[co Pany
substantiation that each structure-function statement is truthful and not misleading.

,+ Date Signed: 1-9-04 BY%A&%&MW_
ame] Tacy becbmenn

[Tite] ppinishrative kssigtantd
¢70Y4 &

Doc. 116779



NOTIFICATION PURSUANT TO »
SECTION 6 OF DSHEA and 21 C.F.R./101.93 YU A

Eardhlab, Tnc. dba
This notification is being filed on behalf of Wise Woman WerbalS which is the— ..
Pmﬂ\k(.é’/f [labeler, producer] of the product(s) which bear the statements identified
in this notification. Its business address is: \85 N ™M\, PO Box 219
Creswel\ Of U0 . This notlﬁcatlon is being made

pursuant to Section 6 of DSHEA and 21 C.F.R. /101.93. The dietary supplement
product on whose label or labeling the statements appear is Dji\_ﬁmg_mg@_i_‘

A. The text of each structure-function statement for which notification is now
being given is:

(Statement 1):Mppor¥S  norma\ blood Sugar edabolism

(Statement 2):
(Statement 3):

B. The following Summary identifies the dietary ingredients(s) or
supplement(s) for which a statement has been made:

_— Statement Identity of Dietary Ingredient(s) or
; Number Supplement that is the Subject of the Statement
1. Gymncmd. sylvesire ( 3 mnma} VacLcinium spp- (b\ucberr\/ / b\\bc)’f\A
2. 9\0\’@“3\‘ Worridus (dcu s dub)
3.
C. The following identifies the brand name of each supplement for which a statement
is made: (Complete this section only if the supplement(s) were not identified in
Paragraph B.)
Statement
Number Brand Name
1.
3.

[ 1racy Beckingnn | am authorized to certify this Notification on behalf of Eavth\ab, ]

dba Wise Weman Herbals. I certlfy that the information resentﬁ and contained in this
Notification is complete and accurate, and that &Pdompany]ﬂ\s"‘"mmangdb%és
substantiation that each structure-function statement 1s truthful and not misleading.

Date Signed: 1-9-04 ByJQ VT2 &MW

) ‘ [Mame] Traty  Beckmann
[Title] pdonnishratve Assistant

G704 C

Doc. 116779
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NOTIFICATION PURSUANT TO
SECTION 6 OF DSHEA and 21 C.F.R./101.93 JAN 21 004

Earthiado, Tnc.dba - —- -
This notification is being filed on behalf of Wise Woman Yerlodls which is the S
Produier [labelér, producer] of the product(s) which bear the statements identified
in this notification. Its business address is: €5 N MW, €0 Box 279
Creswell, 68 91426 . This notification is being made
pursuant to Section 6 of DSHEA and 21 C.F.R./101.93. The dietary supplement
product on whose label or labeling the statements appear is k\mu;\:h;}[m Tonic

A. The text of each structure-function statement for which notification is now
being given is:

(Statement 1): P pyples healyny (DvA3C and ¥adney ﬁmd‘wonl\oa/\@ncw\ bleod

Presse. normah qc‘\mw\w\%m andh E\uid eliminathon.
(Statement 2):

(Statement 3):

B. The following summary identifies the dietary ingredients(s) or
supplement(s) for which a statement has been made:

Statement Identity of Dietary Ingredient(s) or
N er Supplement that is the Subject of the Statement
1. C\(‘a)‘-»a@%us 50 - (V\’&W'\'\’\bf n\ ,T&V&*&W ofF\‘c‘ma\C (_da"de\‘wh \e &P’) ) ’
2, Selemcereus grand florus
3. CCM‘\'“S/nIQM'wam;"ﬂ cereus
C. The following identifies the brand name of each supplement for which a statement

is made: (Complete this section only if the supplement(s) were not identified in
Paragraph B.)

Statement
Number Brand Name
1.
2.
3
\ 1, Wacy Becimann | am authorized to certify this Notification on behalf of Earthlab Inc
Aba Wise Woman Herbals I certify that the information prese%ed and contained in this
Notification is complete and accurate, and thatt ¥ (cd Sany]ﬁﬁg%

substantiation that each structure-function statement is truthful and not misleading.

, Date Signed: [-9-04 " é%ﬁﬂ%
ame] ° auy n

[Title] pdministrative hssistant _
g104T

Doc. 116779
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NOTIFICATION PURSUANT TO
SECTION 6 OF DSHEA and 21 C.F.R./101.93

Earthilab, Tnc. dba JAN 21 204
This notification is being filed on behalf of Wis¢ Woman Her\o3)$ which is the
Producer [labeler, producer] of the product(s) which bear the statements identified
in this notification. Its business address is: (€5 N MW, 00 Box 279
Creswell, 08 942 b . This notification is being made
pursuant to Section 6 of DSHEA and 21 C.F.R./101.93. The dietary supplement

product on whose label or labeling the statements appear is ' yne “Toni

A. The text of each structure-function statement for which notification is now
being given is:

(Statement 1): PVOW\O\’(’/S \'\QB\H’\\[ Cé)(d\a(, rUsSAe A‘(\DVW\B\ heary Md’im

bdlenced blod presswre b normel Circwishion.
(Statement 2):

(Statement 3):

B. The following summary identifies the dietary ingredients(s) or
supplement(s) for which a statement has been made:

- Statement Identity of Dietary Ingredient(s) or
‘ Number Supplement that is the Subject of the Statement -y
. s | oba (B
1,0(&\*&3\5 Sep- (\\Mcm),‘hh a Vw\tbarss (\mdoh\%mkgo vilob
2. ‘
3.
C. The following identifies the brand name of each supplement for which a statement
is made: (Complete this section only if the supplement(s) were not identified in
Paragraph B.)
Statement
Number , Brand Name
1.
2.
3.
1, 3oy Bedimann , am authorized to certify this Notification on behalf of Earthlzb
Aba Wisc Woman Herbals I certify that the infonnéltion presen ted and contained irg:ais
Notification is complete and accurate, and that %’;’\‘!‘.‘”{co Pany Lo &'9%*has

substantiation that each structure-function statement is truthful and not misleading.

. Date Signed: \/ﬂ ’O[/\ :’ BYMMMM—
ame] Ttacy Beckmenn

[Title] pdpinisivative hssishant
g0

Doc. 116779



NOTIFICATION PURSUANT TO
SECTION 6 OF DSHEA and 21 C.F.R./101.93

Earthlao, Inc. dba
This notification is being filed on behalf of Wis¢ Worman Wer\sals whictAl the] 4
Producer [labeler, producer] of the product(s) which bear the statements identified ‘
in this notification. Its business address is: (€5 N MW 00 Box 2719
Creswell, 08 9426 . This notification is being made
pursuant to Section 6 of DSHEA and 21 C.F.R. /101.93. The dietary supplement

product on whose label or labeling the statements appear is ‘B;;p_o_&_bjmd_ﬁmc}ar Smppor“f

A. The text of each structure-function statement for which notification is now
being given is:

ar metaolism.
(Statement 1)6\)\4""\)0‘;’“\‘7 normal blood S%J

(Statement 2):
(Statement 3):

B. The following summary identifies the dietary ingredients(s) or
supplement(s) for which a statement has been made:

Statement Identity of Dietary Ingredient(s) or
Number Supplement that is the Subje the Statement
1.Eleutherococcus Senhcosus @\t‘*mlf‘w‘&” gmfvcnj\ Glyoyrrhg glat
Lheovrite
2. )
3. Avena Sahva (03‘\')
C. The following identifies the brand name of each supplement for which a statement
is made: (Complete this section only if the supplement(s) were not identified in
Paragraph B.)
Statement
Number Brand Name
1.
2.
3

1, Wacy Beckimann , am authorized to certify this Notification on behalf of Earthlzb ]
Aoz me_@m I certify that the mformatxon prese ted and con q this

Notification is complete and accurate, and that” ¥ac, [co Pany Lo
substantiation that each structure-function statement is truthful and not misleading.

'+ Date Signed: \-9-04 "" Byi.%_)}ﬂﬁga 93%%&93%
ame] avy

[Title] pdpinishrative Assighant
370 Ut

Doc. 116779
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NOTIFICATION PURSUANT TO o
SECTION 6 OF DSHEA and 21 C.F.R./101.93 e«

Earthlab, Inc. dba
This notification is being filed on behalf of Wise Wowen Ve @S Which {5 the —
P2dWier  [labeler, producer] of the product(s) which bear the statements identified
in this notification. Its business address is: €5 N MW, 00 Box 2719
Creswall, 0& 91426 . This notification is being made
pursuant to Section 6 of DSHEA and 21 C.F.R. /#101.93. The dietary supplement
product on whose label or labeling the statements appear is % |

A. The text of each structure-function statement for which notification is now
being given is:

(Statement 1): 5\).{790( ‘\5 Nnoy ma)« b\ood §u63>( me’fa/\oo\lsm .
(Statement 2):
(Statement 3):

B. The following summary identifies the dietary ingredients(s) or
supplement(s) for which a statement has been made:

— Statement Identity of Dietary Ingredient(s) or
‘ Number Supplement that is the Subject of the Statement
1. &y Mneme sx/\veé\re/ (@\{ mn@ma‘)
2.
3.
C. The following identifies the brand name of each supplement for which a statement
is made: (Complete this section only if the supplement(s) were not identified in
Paragraph B.)
Statement
Number Brand Name
1.
2.
3

I, \racy Beckmann am authorized to certify this Notification on behalf of Earthizb ]
dba Wisc Woman Herbals 1 certify that the information prese ted and contai this
Notification is complete and accurate, and that=&an! [co pany e %ha
substantiation that each structure-function statement is truthful and not misleading.

"¢ Date Signed: \ 504 ’ By‘:. 5 'M:M:éa f’ﬂ&w
ame] Wacy Beckrmann

[Tite] pdpainisthrative fesishant

Doc. 116779 7 0 z




Earthlab, Inc. dba
This notification is being filed on behalf of Wi Woman We\sals which is the
P2dUier  [labeler, producer] of the product(s) which bear the statements identified
in this notification. Its business address is: €5 N MWW, 00 Box 2719
Creswel, 02 9143k . This notification is being made
pursuant to Section 6 of DSHEA and 21 C.F.R. /101.93. The dietary supplement
product on whose label or labeling the statements appear is a n cd €Extp

A. The text of each structure-function statement for which notification is now
being given is:

(Statement 1): ?mmms balanced blood presswie a\r\d \f\ea\‘\’h\/ (ardiac funche
(Statement 2):
(Statement 3):

B. The following summary identifies the dietary ingredients(s) or
supplement(s) for which a statement has been made:

Statement Identity of Dietary Ingredient(s) or
Number Supplement that is the Subject of the Statement
1. Crataequs spp- ("“”“’“""r")
2.
3.
C. The following identifies the brand name of each supplement for which a statement
is made: (Complete this section only if the supplement(s) were not identified in
Paragraph B.)
Statement
Number Brand Name
1.
2.
3

1, \racy MV“BN\. am authorized to certify this Notification on behalf of Earthlzb,]
dba Wisc Woman Hexrbals I certify that the information presented and contained in this

Notification is complete and accurate, and that*S3h-2h e o o

{cotipany
substantiation that each structure-function statement is truthful and not misleading.

'y Date Signed: \-9 -0\ ’ B){%ﬁ&&%—&%m%—
ame] Wacy Lrinn

[Title] pdpimistratve Aesigtant _
Doc. 116779 1 O(’f .
%




